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Food and Drug Administration

21 CFR Part 101

[Docket No. 97 N-0524]

Food Labeling: Warning and Notice Statement; Labeling of Juice Products; Technical

Scientific Workshops; Requests for Additional Time to Achieve the Pathogen

Reduction Standard

AGENCY: Food and Drug AcIministrotion,  IIHS.

ACTION: Technical scientific workshops; requests for additional time to achieve the pathogen

reduction standard: rule related.

SUMMARY: The Food and Dru,g Administration (FDA) is announcing two technical scientific

workshops to discuss and clarify issues related to the implementation of the agency’s rule requiring

a warning statement for certain juice products. In particular, the workshops will address the

pathogen reduction interventions that have been developed for citrus juice production and the

methods for measuring and validating such systems. FDA is also announcing a process by which

individual manufacturers of citrus juices may request additional time, beyond the current

compliance date of November 5, 1998, to implement a validated system of control measures that

achieves the required reduction in pathogenic microorganisms. Manufacturers who implement such

control measures will not be required to use the warning statement on their juice products. These

actions are being taken in response to requests from several fresh citrus juice manufacturers that

have indicated they want to implement improved controls but need additional time to do so.
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will be provided on a first come, first served basis and must be mccived by ?Jolemlwr 6, 1998

Individual fresh citrus juice producers nmy request additional time to comply with the pathogen

reduction standard in ~ 101.10 (21 CFR 101, lo) until December 19, 1998. For

requests for additional time, see the FDA District Directors listed under the SUPPI.EMENTARY

INFORMATION section of this document.

ADDRESSES: The technical scientific workshops will be held at the following locations:

The November 12, 1998, ~vorkshop will he held at the Citrus Research and Education Center.

University of Florida, Lake Alfred, FL 33850. 941-956–1 151 and

the November 19, 1998, workshop will be held at the FDA District Office, 19900 MacArthur

Blvd., suite 300, Irvine. C,4 90015-2486, 949-252-7592.

For requests for additional time, sce the FDA District Directors listed under the

SUPPLEMENTARY INFORMATION section of this document.

FOR FURTHER INFORMATION CONTACT:

To register for a technical workshop, please contact Catherine M. DeRoever, Center for Food

Safety and Applied Nutrition (CFSAN) (HFS–Z2),  Food and Drug .Administration, 200 C St. SW.,

Washington, DC 20204,  202–205--4251, FAX 202–2054970 or e-mail

‘ ‘cderoeve @bangate.fda.gov”.  Registration information (including name, title, firm name, address,

telephone and fax numbers) must be received no later than November 6, 1998.

For information on requests for additional time to achieve the pathogen reduction standard,

please contact, as listed in the SUPPLEMENTARY INFORMATION section of this document,

the Director of the FDA District Office in which the firm is located.

If you need special accommodations due to a disability, please contact Catherine M. DeRoever

at the previous address at least 7 days in advance.
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Interested persons shou]d note that dditional information r~gardin: the tcchnicai Scicn[ific

workshops, making requcs[s f[~r additiond timt and other rcleiant  information ~~ill tw posted on

CFSAN’S web site,
- ‘w\\\ v,~fsal~. fda. go\),” as it becomes a~-aiiablc. t~ccordingly, such persons may

wish to visit that web site on a regular basis until the \\ ’orkshop con~enes.

SUPPLEMENTARY INFORMATION: Requests by individual citrus firms for additional time to

implement control measures and validate that the process achieves the pathogen reduction in

$ 10I. lo should be addressed to the Director of the FDA District in which the firm is

located, For firms in Florida, Texas, Arizona, and California the addresses are:

Douglas Tolen, District Director, FDA Florida Dis[rict  Office, 7200” Lake Ellenor Dr., sul[e

1 ‘)0, Or]ando, FL 3~~09, J07~7j~70~:

Joseph Baca, District Director, FDA Dallas District Office, 3310 Live Oak S[., Dallas, TX

75~04, ~l&655-5~15;  or

Elaine C. Messa, District Director, FD,4 Los Angeles District Office, 19900 MacArthur Blvd.,

suite 300, Irvine, CA 92612–2445, 7 14–798–77 14.

In the Federal Register of July 8, 1998 (63 FR 37030), FDA published a final regulation

that requires a warning st~tement on fruit and \’egetable juice products that have not been processed

to prevent, reduce, or eliminate pathogenic microorganisms that may be present in such juices.

The regulation provides that the warning statement requirement does not apply to a juice that

has been processed in a manner that will produce, at a minimum, a reduction in the pertinent

microorganism of at least a 5-log magnitude (i.e., 100,000 fold). In the preamble to the proposed

rule (63 FR 20486, April 24, 1998), FDA recognized that pasteurization is a process that can

produce the 5-log reduction. The agency also noted that manufacturers may be able to use other

technologies and practices, individually or in combination (such as a combination of eliminating

use of drops, brushing, washing and using sanitizers) to achieve the 5-log reduction, provided that

the manufacturer’s process is validated to achieve the 5-log reduction in the target microorganism.
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[n [he prcarnhlc tu the final re:ula[ion, FD\ ~tatd i[s Cxpcc[ati(ln tha( citrus juice proccss~~rs

should he able [o achie~e and validate a 5-I()$ reduction t~ithout pastcuri~a[ion ~6.3 FR 37030

at 37042). FDA also indictited that it \vould h Lvilling to meet l~ith monufacturms or groups of

manufacturers to discuss and cvaluote their proposed processes. in ddition. FDA stated that in

order to help processors meet the pathogen reduction standard, the ogency W’OUld  make availoblc.

in accordance with 21 CFR part 20 of its regulations, information received by the agency regm-ding

processes that have been validated to achieve a 5-lo,g reduction.

FDA has received requests from several manufacturers of fresh citrus juice for 18-adciitional

months beyond the November 5, 1998, compliance date for the lvarning statement requirement

to permit such firms to develop and to validate procedures that \vil] achieve the 5-log reduction

in citrus juices. In discussions with the agency, them \vas e~ridence of \vidc-spread confusion among

juice manufacturers as to how FDA expects the 5-log reduction to be achieved.

Upon consideration of the fresh citrus juice manufacturers’ request and in light of other

information before the agency regmlin: progress made by some citrus juice manufacturers in

identifying effective mechanisms for pathogen reduction, FDA has developed ~ two-part strategy

to respond to these requests. First, FDA \vill sponsor two technical scientific workshops for the

citrus juice industry, open to the public, on November 12 and November 19, 1998. Each workshop

will include a discussion of the control measures of which FDA is aware that are being used

for citrus juice production and of the methods for measuring and validating the effectiveness of

the measures in reducing pathogens. FDA believes that these workshops will provide an opportunity

for industry representatives and other members of the public to share information regarding control

measures that are believed to achieve the 5-log reduction. Participants are requested to bring to

the workshop at least 150 copies of any written or published materials they wish to distribute

at the workshop. Agency experts will be available to answer technical questions.

Second, as noted, several firms have requested that FDA extend the final rule’s compliance

date for citrus juices to permit those firms additional time to develop and validate intervention
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measures tha[ achieve tht ~-log pa[hogcn rcduc[i(}n standard F: Il.-\ bclic~cs th:i[ :] formal cs[ension

of the rule’s Comp]iancc date is not feasible in the Currcllt ClrCUITNtMILCS bccausc such c~(cnsion

would arguably require notice and comment rulcn-ukin:. A’ever[hcless, FDA belie~cs that under

certain conditions [which are enumerated as follow’s J, it ~vould be an appropriate exercise of the

agency’s enforcement discretion to suspend enforcement of the final rule for Q limited period of

time. In particular, FDA ~vill consider such an exercise of its enforcement discretion for those

citrus juice producers who no later than December 19, 1998, request such consideration and who

make the following commitments in writing:

(1) The firm agrees to use the time period bet~veen November -1, 1998, and July 8, 1999.

to develop, adapt, and volidatc procedures that w-c sufficient to achieve a 5-Io: reduction in the

pertinent microorganism; and,

(~) Th~ firm agrees 10 establish interim protection measures in the form of a system that

applies hfizard analysis and critical control point (HACCP) principles. This interim system will

include. at a minimum, good manufidcturing practices m-d specific control memures such as

chemical washing and brushing of the fruit, sanitizing, culling of damaged fruit, and utilization

of only those types of fruit ~vith skins that are sufficiently smooth and durable to be cleanable

and to remain intact after cleoning; and.

(3) The firm agrees to comply with the provisions of the warning label regulation ($ 101.17

(g)) no later than JUIY 8, 1999. AS a result of this commitment, the firm will use the warning

label on its products beginning July 8, 1999, if it has been unable to implement validated control

measures that achieve the 5-log reduction.

FDA believes that this two-part strategy is reasonable and will provide appropriate public

health protection. As noted in the warning statement rulemaking,  because the warning statement

provides consumers with important information about the risk of foodbome illness, the warning

requirement contributes to public health protection in that it allows consumers to make informed

purchase decisions. In FDA’s view, this warning statement requirement is primarily an interim
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step designed to reduce [hc risk of fresh juice consunlpti(~n  pcndin:  complcti~)n of a tinal I1,lCCP

rule and its inlplct~lcIlttitic)[l.  Howm”er. bwwmc  the warning  stakmcnt  rcquirmcnt nmjr nc~”crthclcss

allow contumina(ed juice products to reach the marketplace, FDA does not expect the statement

to be as effective in protecting consumers as w’ould a validated 5-log reduction program. FDA

believes it is appropritite  to consider exercising its enforcement discretion where, as a result of

such exercise, the agency can provide an incentive for citrus juice processing firms to produce

safe juice earlier than such firms would otherwise do.

Because of the relationship between particular provisions in the warning statement regulation

and the HACCP proposal, FDA is announcing its intention to reopen the comment period on the

juice HACCP proposal (63 FR 20450) entitled “Ha7ard Analysis and Critical Control Point

(HACCP); Procedures for the Safe and Sanitary Processing and importing of Juice. ” This reopening

will allow information and data presented at the Yvorkshop to be included in the record of the

HACCP rulemoking, A Federal Register document announcing the reopening of the juice HACCP

proposal comment period will be published at a Iatcr date.
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Transcripts 0[ [he ~~orkshops  u ill be prepmm.1, C(~pics t)f [hLI tr:~nscrip[s ma] he rcqucs[td

in writing from the Freedom of Information Office ( HFI-35 ). FcNd aml Drug ,-\d[~~illistr:~ti[)ll,  5600

Fishers Lane, rm. 12A- 16, Rockville, .MD 20857. opprt>ximately 15-ivorlcing  days :lf[er [he

meetings at a cost of 10 cents per page,

William B, Schultz (J
Deputy Commissioner for Policy

[FR Dec. 98-’???’? Filed ‘??-’? ?-9S; 8:45 am]

BILLING CODE 4160-01-F

.——. —._. “ .,-. ,_ _ . . . .. .


